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On December 8, 2005, the Ministry of Health, Labor, and Welfare (MHLW) invited foreign
Embassies in Tokyo to comment on revision of specification and standards for food additives.
Details on this proposed action given by MHLW are shown below. Foreign governments have
until December 22, 2005 to comment.

All interested parties are encouraged to send their comments, well before the deadline, for
consideration to USDA’s Foreign Agricultural Service. The office responsible for the
comments is:

Food Safety and Technical Services
International Trade Policy Division
USDA Foreign Agricultural Service
Fax: 202-690-0677

Email: fstsd@fas.usda.gov

1. Introduction

Since 1960 when the first edition of the Japanese official compilation was prepared, the
compilation has been updated regularly. The last edition, which was the seventh edition,
was published in 1999. This newly proposed revision will be carried out to contain
specifications and standards that have been newly established or modified since then.

2. Purpose
The official compilation of food additives will be revised to:

A. Develop compositional specifications for non-synthetic food additives by establishing
specifications for 61 existing food additives and one ordinary food used as food additive and
containing the established standards in the official compilation. In the Food Sanitation Law,
“existing food additives” means natural additives that have been manufactured, distributed,
and used before the 1995 amendment of the Food Sanitation Law. “Ordinary foods used as
food additives” means substances that are generally consumed as food but also used as a
food additive.

B. Contain compositional specifications for food additives which have been designated by
the Minister of Health, Labour and Welfare after the publication of the seventh edition and
use standards revised for food additives which have already been designated.

C. Reflect advances in science and technology and new knowledge in the existing general
testing methods, standards, and specifications for food additives, and make them more
appropriate in light of the global level of science.

D. Introduce infrared spectrophotometry in identification tests wherever possible, to
improve test accuracy.

E. Review the existing standards and specifications based on standards established by the
international evaluating organization (Joint FAO/WHO Expert Committee on Food Additives)
for the purpose of international harmonization.

F. Modify the ways chemical names and structural formulas are described and the wording
to improve convenience of the official compilation.

3. Outline of the revision
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A. Compositional specifications for 63 substances (61 additives) and 1 ordinary food used as
food additive will be newly established and listed.

i. Substance name
See the next page of this document.

ii. Definition

The descriptions of sources and producing methods have been according to the List of
Existing Food Additives and the detailed list of existing food additives, which appear in
Attachment 1 to Director-General Notice No. 56, “Food Additive Labeling under the Food
Sanitation Law” (Departme nt of Food Safety, Pharmaceutical and Food Safety Bureau,
Ministry of Health, Labour and Welfare, May 23, 1997).

Nomenclatures have been added.

iii. Identification tests
The chemical characteristics of individual substances and the quality commercial products
have been considered.

iv. Purity tests
Specifications have been established for categories including heavy metals, lead, arsenic,
and microorganism, in light of the quality of commercial products.

B. The standards and specifications for 20 food additives, which have been designated after
the publication of the seventh edition, will be contained. The use standards that have were
revised after the latest publication will be contained.

C. General testing methods applied commonly to the substances and testing method applied
to individual substances in the monographs will be revised to improve the operability and
accuracy.

D. Infrared spectrophotometry will be newly introduced in the identification tests of 36
substances. Reference spectra which appear in the seventh edition will be reviewed, and
the eighth edition will contain 56 spectra in total.

E. Harmful reagents will be replaced with less harmful ones in order to improve the safety of
examinations. Some tests for taste, which inflict unnecessary burden on examiners, will be
abolished.

F. Compositional specifications, especially purity tests, will be revised in order to harmonize
Japanese standards with international standards, and to reflect market distribution
conditions.

G. Nomenclatures will be added, in order to clarify definitions of source plants and
microorganisms.

H. The IUPAC (International Union of Pure and Applied Chemistry) nomenclature system will

be introduced for substance names. For some reagents, Japan Industrial Standard Numbers
will be added and the wording and description of structural formulas will be standardized, in

order to improve convenience.

List of 61 Existing food additives (63 substances) and 1 ordinary food used as food additive

1. Red Cabbage Color (food ingredient)*
2. N-Acetylglucosamine
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5’-Adenylic Acid

. L-Arabinose

. Inositol (Myo-Inositol)

. Acid Clay

Curdlan

. Licorice Extract

Gardenia Blue

0. Gardenia Red

11. Gardenia Yellow

12. a-Glucosyltransferase Treated Stevia
13. Enzymatically Modified Isoquercitrin
14. Enzymatically Modified Hesperidin

15. Enzymatically Decomposed Lecithin
16. Yeast Cell Wall

17. Bone Charcoal

18. Psyllium Seed Gum

19. Activated Acid Clay

20. Cyanocobalamin

21. Cyclodextrin [a-Cyclodextrin, ?-Cyclodextrin]
22. 5’-Cytidylic Acid

PO®ONDU AW

23. Calcinated Calcium [Calcinated Shell Calcium, Calcinated Eggshell Calcium]

24. Milt Protein

25. Stevia Extract

26. Spirulina Color

27. Crude Magnesium Chloride
28. Taurine (Extract)

29. Tamarind Seed Gum

30. Tara Gum

31. Thujaplicin (Extract)

32. Dextran

33. Tocotrienol

34. d-?-Tocopherol

35. d-d-Tocopherol

36. Tomato Color

37. Bacillus Natto Gum

38. Naringin

39. Paraffin Wax

40. Microfibrillated Cellulose
41. Fukuronori Extarct

42. Pullulan

43. Bataine

44. Haematococcus Algae Color
45. Heme Iron

46. Bentonite

47. e-Polylysine

48. Microcrystalline Wax

49. Macrophomopsis Gum
50. Purple Sweet Potato Color
51. Purple Corn Color

52. Menaquinone

53. Chinese Bayberry Extract
54. Yucca Foam Extract

55. Rakanka Extract

56. Lac Color
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57. Lanolin

58. Rhamsan Gum (Rhamsan Polysaccharides)
59. Lysozyme

60. D-Ribose

61. Enzymatically Decomposed Rutin

62. Enju Extract

1: Ordinary food used as food additive

The revisions of general tests and specifications for individual food additives are outlined
in Tables 1-3.

Table1
General Test s

Test methods Outline of revision
Sulfite Detarminanm
Iom Chromatosraphy Alinor changes in wording.
Liguid Chromatosraphy Minor changes in wording.
Chloride Limit Test
Flame Coloration Test
Azh and Acid-Inzolbls Ach Dimic Test Minor changes in wording.
Minor changes in Wording., The seope of speficied apparatus is enpanded. The standard
addition mathed is added to Assay.

en | o ue| el ra | -

7. as Chromatography

B, Calomum Sale Detarmination
4. Loss on Doy Ainor changes m wording.

Ths name of test is changed from Specirophotometry to Ulraviolet-vizible

10. Spectrophotometry - £y R = . 3
B : b Spectrophotometty, and this test is placed just after Turhidity. Minor change: in wording.

11. Congealing Point Minor changes m wordmg,
12. Lioss on Ismition Ainor changes n wording.
13. Residue on Ignition Alinor changes in wording.
14 Refractve Index Alinor changes in wording.
15. Aromic Absorption Spectrophotometry Minor chanses in wording.
16. Flavoring Substances Tests Tha scope of specified detectors is expansd. Miner chanze: in wording .

17. Color Value Test
18. Heawy Matals Limat Test

19. Ware Determination (Earl Fisher Method! Minor changes m wordmg,

20. Infrared Specizophotomerry Tha procedurs is medified  The description of messuring methods 1 mads more detailed.

1. Turbidic Teer Tha specifications for refersnce solutions are modified (Reference solutions that are usad to
al. burbudicy 1est determine whether the sample solution is "clearor "almeet clear.”)

22. Coloming Matter Tests Minor changes in wording.

23. Coloring Matter Aluminum Lalke Tests Minor changes in wording.

24, Mitrgen Detsrmination Minor changes in wording.

25, Gualitatovs Tests
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[
=11

(=]

7. Lead Limit Test

[Atomic Absorption Spectrophotometry

Minor changes in wording.

28, Viscostty

20, Thin-Layer Chromatography

The zcope of specifed thin-layer plates is expanded

30, Quantirative Test for Generated Gas

31. pH Determination

32. Gpecific Gravity

Minor changes n wording.

33, Microbial Limir Tests

Madia for zerophilous fung are added The Senal Dilotion Methed is modified. The tahle
of most probable mumber (WFPL) iz modified. The scope of specified strains for tests iz
expanded Tha coliform teet is slightly modifiefd Other wording is changed.

34, Oprical Specific Botation

35. Arsenic Limit Test

36. Beoiling Point and Amoont of Distillate

The test names iz changed to Boiling Point and Distillation Fange Test Minor changes in
wording.

37. Methoxyl Determination

The Japaness teet name 1= chanzed (Englich name pot changad).

38. Meltone Point

IOy OGP T I

[ T T o

Lo TITo T SO

Minor changes in wording.

40. Fats and Related Subetances Tests

An jodine value test iz added. Minor changes in wordine.

41, Sulfars Limut Teet

42 Readily Carbonizahle Substances Test

'

3. Paper Chromatography

Each mumber preceding the individual testing methods 15 the reference number used i the Japanese version.
Thesze methods are dezeribed in alphabetical order m the Enghish version,

Dutline of the Revision of Monographs

Table2

Substance name

Category

Otline of revision

EReason of revision

Sodivm Cllonie

Azsay

The blank test abolishad.

The conduct of the blank test is impossibls since the
color does not disappear.

Aspariame

Identificadon
7. Spacirenlotometry’

(Comparison to refarance specmim —+ Idsnbfication
Ly waverimbers (Pastz Method)

[[rprovemant of the acoracy of idenfificaton
Specmum v depending o crysial form.

Idennfication

Tast (2}, ninhidnm methed addad.

[This fest i3 D20essary W ensuTe the idnefidcanon of
| spartame

Ethyl Acatoacsare

Tdemrfication (17, {2

Crualitative reaction — Comparison to IR, reference
spectma (Liguid Film Method)

[fwprovement of the accuracy of idennficaton.

Acetophenons

Idennficadon (IR, Spacrophatomstry)

Idznnficanon by wavenambers —+Companizon o IR
reference specimum (Liguid Film Mathed)

[[mprovement of the acouracy of idenfification

-Anmylcimmamaldshyde

n

Idsnnficadon |1

(Jualitative reaction — Companson to IR, rafarence
spectmm (Liguid Film Method)

[[wmrovement of the acouracy of idsnbfication

added

CL-Alane Identificadon (L), {2} Cualitative reacion —+Comparizon to IR reference  [Improvement of the acouracy of identification.
spectar (KBr Method™)
Puriny () Heavy matals Mlethod 4 —» Mathod 1 An sasier method inreduced. Hamonizarion with the
uethad far L-Alanin.
(G Aralic Diafinition Source plant rames (Aracia senezal and seyal) Thene are two sources; serezal and seyal

[Distncton etwesn senegal and ssval

[Barmenization with TECEA” siandards

[Harmoaizaticn with JTECEA standards.

Fropylene Clycol Alzinate

1500 — ot Jess than 2007

(Liquid File Mathod)

Tzoeuzanol Identificaion (IF. Spactrophotometry) Idenrification by wanvenambers —+ Companizor to IE. [lmprovement of the acowracy of identfication
reference spacmum (Liguid Film Methad)
[+-Undecalacions Tdentificadon ualitaiive reacizon — . reference speciium mrovameant of the accuracy of idanbiicaton
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Ethylvamallin

Idennification {IF. Specmophotometry)

Idemtification by IR referance specinum (EBr
Mvlethod-»Paste Methad)

[mmrovemsnt of the accuracy of identification

Potassivm Chiorite

Pty

") Bromide

Salven replacad by less hannfil one

Elimination of harmful reagents

spectrum (Ligaid Film Method)

Eugzznol Idenrificaton (IF. Specmophoromeny) Idamrificarion by wavenambers —+ sz of IR [wmrovemsnt of the accioacy of idennficadon
refarence spacmum (Liquid Film Mathod!
(Cmtanal Idendification (1}, {2) (Cmalitadve reaction — Companson 1o [P reference  [Imyprovement of the acoracy of identification.

Ethyl Ocranoare

Idendfication (1) {2

(Curent reacton —+ Comparison to IR referance
specmum (Liquid Film Method)

[fwmrovemant of the accuracy of idsmrficadon

Froceszed Buchevma Alzas

Su:n;-]l:'lg af the amoun: eguivalent to the dry weight

Liafiniticn Source plant ame added. |Addition of sciertific mame
Tdenrificaton (2} Te:r method modifiad. |A white precipitation iz not produced.
Prmiy (1) Viscostry Haniing process before sampling sbininated [Viscosiy falls dunng dryms

Eunied water —Water

Confarmity of wardng

Pumified water —Water

Conform

Cristlled water —Water

Confarmmity of wardmg

Limit changed.
(Mot more than |

+ Mot more than 3.0ug'g)

[Harmoaization with JECEA standards.

Specificaion newly (Mot moze than 0L10% m

Eosal)

[Harmonization with JTECEA standards.

(Cam Ghami Tast mathod modified. |A white pracipitation iz not producad
(Caramal T TLEY — G2 Elimination of harmiful raaze

Carame] I TLC — GC Elimination of harmful rea

Caramel TV TLC — GC [Eliunation of harmiful reagents

Faraya Gum Tdanrification (2] Tasr method modifisd. [[t iz aften difficult to detemune whether it is

swollen

(Calemm Carboymetylcelhloze

Tdemrification (1}

(Crualitatve reaction — Companson o IR refrence
spectmum (EBr Method after drying)

[wmrovement of the accumacy of idennficadon

Tdzndicadon ()

Test method modified.

Sample preparation dequate

[Harmoaization with JECEA standards.

Eruars)

Purity (4) Heawy metals Spacification abpbzhed
oy (Lead) Spacification newly 5at [ Cwof more than 3 0UZ'S) - amonizaden with JECEA standards.
Los: on dryinz Test method modified. (105°C, 4 hours —105°C, 3 [Harmonization with FCC method:

Sodium Carbosymethyleellulose  |Idsntficadon (1) (Cualitative reaction — IR, reference specmum (FBr  [[mprovemenr of the acouracy of idanofication
lethod after dried)
Purity (4) Heavy merals Specificanon abalished [Harmoaization with FCC method:
Puriny (Lead) Specification newly set [Harmoenizaten with FCC metheds
(7ot more thaw 2.0pz/g)
[i-Carotens Idzntificaton (1) Feagens replaced by less harmiful anether anes. Elimimaiien of hamful reagents.

TdanmEicadoni 2]

Solvent replaced by Tes: Tarmful ona

Eliminaten of hammfil reazents.

Puriry (2) Clamty of solution

Solvenr replaced by les: harmiful ona

Eliminatien of hamful reagents.

Cared Been Gum

Puriny (7) Absorbance rato Solvent replaced by less harmful ona Eliminatzea of hamful reagerts.

Az Salvent replaced by l2ss harmful ons Elimimation of hamful reazents

Definiticn Sciemtific name addad Scientific rame added

Dascriphion Color range sxpanded to white. Colar may chacgs depending of particle size and the

degres of refinemant,

Identificaton (2]

Sohution heated and cooled in IdentBecation (1} 15
uzed 2: the test soluion

Prooapt and absolutz Sormation of gel

Sample weighing procedurs modifiad

|[t 15 niod pecessary to weigh the sample accurn

Specification abplished

[Harmoaizaton with JECFA standards.

Limit i3 revised. (Mot mare thae 10 0pg'e—Met
more them 2.0ng'g

[Harmoaizagen with JECEA standards.

Doy (Feesidual zafvenr I-Prapanoll

Specificadon added (ot mare tac L0

armoaizagon with JECEA standards.

Tsoanryl Formate

Tdemtificadon (T}, (2

Wl b=y

Cualirative reaction — IR, reference specmum
(Liquid Film Method)

[mprovemsnt of the acoiracy of idanrificaton.

amthan Gum Dafiniticn Sciemtific name addad Scientific pame added.
Diascripticn Color range expanded to whitz.
Puriny (7 Fymavic acid Specificadon abodshed Sp:!cl.ﬁc?.tn: for pymavic acid 1s not It o idennfy
[lanthan Gum.
Specification abaishad [Harmmeaization with JECEA standards.
Li revised. (Mot more than 3 Opg—Not more  [Hannoaizadea with JECFA standards.
than 2. Jug's)
Puriny (Fesidual solvent 2-Propano) Specification newly set. (Mot more than $.05%) [Harmomizaton with TECFA standards.
ylitol Idemtificaton (3) (IF. Spacoophotomemy)  [Sample dried befiore o [lnprovement of the acoimacy of idantification.
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(aar Gram

Diafimiticn

Scenniic name addad

R B

Diescroiption

(Color rangze sxpanded to white. Description of odor
modified

Color may change depending of pamicla size and the
degres of refinement. Conformity of the
spacification to the odor of commercial products

Tdenrficaton ()

Salmion hieated and coaled in Tdentificaten (T} s
uzed as the test solution

Prorapt and absolute fommation of gel

[Sarnple weighing precedare modifiad

T 12 D01 ECE530Ty 10 WelEH [he sAmple accuTarsly.

) Heavy metalz

Spacification abelzhad

[Harmoxization with JECEA standards.

Puriny (7) Lead

Limmit 25 revised. (Mot mare than 10 0pg/z—+2¥ot more
than 2. Jug'z)

[Harmoaization with JECFA standards.

Pumriny (Fesidaal solvent 2-Propacal!

Spacificanion newly st (Mot more than 109G

[Harmonizaden with TECFA standards.

(Calcmem Cirate

Clanfication

PHE0- 80 +pHS 580

IpH of srovmd products is lower.

Puriny (3) Heavy metals

Blethod replaced oy Method I, (Sample Ay 1zntted
bafore the preparation of test sample)

Colorimetmic 125t are 0ol AppIoprate, Decalss te
[test solution is colored.

(Thycezol Estars of Famy Acids

Idenrificaton (1)

Mlethed modifiad

{odificarion of sampls praparation.

Idemtification (3}

Current test method repiaced by HPT.C method

[[mmrovement of procedure and accumcy.

Zinc Glucenate

Puriny (1) Heawy metals

Spacification abelzhad

|[Elimination of harmful reagenis (potmssimm
o de)

Pty (Laad)

Gpecificanion newly et
(2ot more that 10ug'g)

Baking Powder (3 substances)

Puniny (L) Moo acid-insoluble substancas

Ta:t mathod modified.

Elimunatzon of asbest, which iz used for Goock
Jrucible

Acetc Acid

Diescoptica

Spacificanion for mste abolished

Ease of examuners bunden

Folyvimyl Aceme

Tdewrificadon (IF. Spacmophotomary)

Solvent is replaced (Tohoene —Ethyl Acetate)

[[wmrovement of the accuracy of idsnnficatdon

Benzyl Arstate

Idemrificaton

C + Companisen to IR referance
specmum (Liguid Film Method

[[mmrovemsnt of the accioacy of idenrficatdon

MathylSalicylagye

Idantficadon (JF. Specoophatomsatry)

Tdemnfiction by wavernmbers —+Compenson o IR
reference Spacimm (Liquid Film Method)

[fmprovemant of the accioacy of idsnbificaton

spectum {Lignid Film Methed)

Shellac Puriny (4) Baosin s harmful oo Elimination of harmful reagents
Puriny (5) Wax harmful one Elimination of harmiful rea
Cellan Gam Diafiniticn Source bacteral soain changed Change of nomenclarre.
3cientific name added
Diascription Color range expanded to whitz. Color may chapge depending of partcle size and the
degres of refinemant.
Specificanion abalished [Harmomizatien with JECFA standards.
Significant dizit of the limit modified Sigmificams digrt mumner chacged Harmonizadon
jwith JECFA standards
Bty (Fesidual selvent I-Fropacall Specification newly sa1. armeaizaden with JECEA standards.
(Mt mora that 0.073%%)
Allyl Cyelohexylnropionate Td=tification Cralitative test — Companisoon o IR reference [lnmrevement of the acoimacy of identificanon
spectim
1B-Cimenls Tdznmificaton (Crualitative test — Compamison to IE. reference [lnmrevement of the acoimacy of identificanon

[Bumity (9 Fesarcinal

Mercunc mimate repiaced by another reagent

Sucrose Esvers of Famy Acids

Td=ntificadon (1)

ers of fatty acid and sucrose and sacrese acetate
urylate are distmzuished from sach other

Mecessary 1o estahlizh spacificacions for residual

solvents.

Bty (1) Timetin T formamide

Test method modiied.

Eliminaten of hammfil Teagents.

Speciiication abedshed

armeaizatien with JECEA standards.

CTElcamon DEwly S8t
more than 20 pg'g as Phl

amoaizadoen with JECEA standards.

(Brumity (Dimethy] sulfouide)

Spacification newly sat. (Mot more than Jug'g  not
applied te sucroze aceiate isotutylated)

[Earmeaizaten with JECFA standards.

Bty (Dier solvants)

Spacifications newly et (4ot Jppied 1o sucToss
aceraie mobutylated)

armeaizaden with JECEA standards.

Erhryl acetaze, 2-Propanal, and

oot more than 330 e

Propylens ghycol

Ethyl methy] ketome oot more than 10ug’s
Methano! vt more thar 100g’s
3-Nethyl-I-prapano! ot mare Tan T0ug’E

Silicomne rasin

Identificadon (I Specmophotomstryl

Idzntfication by wavenumabers — Companison to IR
reference specmun (Liquid Fdm Methed)

[lmprovement of the acouracy of identficanon

Amnato, Water-zohiale

Td=nrificadon (1)

Ancimeny richloride raplaced by less hammful

Eliminaten of hamifol reagents.

[Brminy (3 Arsenic

Methed I, Apparamz B — Method 4, Appamarus T

armoaizatien with JECEA standards.
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Furified Camagesnan

Diefimitdion

Source algae's scientfic rame added

Clanfication of source 2lzae

Tdentiicadon (1)

Gpacification abedzhed

TEis st 15 to e gelling properfies. [ha test does
ot manch charactenistics of commercial pumifed
CaTAZEEmAn.

Hanting process bafore sampling eliinated
Sampling of the amourt eguivalent wo dry weight

[Viscosiy falls duning dryms

Puriny (1) Sulfae

Test method modifisd {sample 1= premearsd o
remnove the excipisnt

[Harmonizaton with JECFA standards.

Prminy (1) Actd-meahubls mater

Tast method modified (sample 13 prafreatsd to
remove the excipisnt).

[Harmomizagon with JECEA standards.

Puriny (5] Lead

Limnit revized (not more than 13 pz/g — not more
than 5.0ug's)

[Harmonizaden with JTECEA standards.

Py (Fesidual selvent 3-Fropacal and

Specificadion newly set. (ot more an D ITRS o

armenizadon with JECEA standards.

methanal} rotall
Azh Ta:t mathod modified [zampla i3 prateatsd o [Harmomizatien with JECFA standards.
rernove the encipisnt
Acid-inseluble ash Test method modified [sample i3 prereatsd to [Harmomizaden with JECEA standards.

remnove the excipisnt.

STt steTs of Fatny Acids Puriny (4) Polyonyethylens Solvent replaced by l2ss harmful ons Elirnination of hammful reagents

C-Saroiiod Azsay Internal standard method — Absolmez caltbration [Harmomization with TECFA standards.
curve mathod

C.Sorbital Syrup Comeenr Limnit revised

[Harmonization benwesn spacifications for consent
lrnd specific zraviry. Cument specifications {comtent:
S0.0% %) and {specific grawiy: 1.2
1.315) do ot alizn with sach other

Pumiy (1) Spectiic saviny

Fleazurement temperature chamzed (200 151

AMONIzAT o WIth TUC.

specmum | Film Method)

Canmar Fesin Diefinition Screntific name added Clanification of source plants.
Identificagon (1) Solvent replaced by Elimination of hammful reagents.
Pumity (1) [odine value Golvent replaced Ty Tes: Elimination of hanmiil raagents.
iyl Decanoae Idemtificaton (1), () (Cralitative reaction — Companson to IR reference  [Improvemsnt of the acouracy of identfication

Crapaliella Carotens

Tdemrificaton (1)

Solvent replaced by

Eliminaton of hammful raagents.

Ideutificadon (1)

Solvent replaced by

[Elinnnation of harmful reagents.

Paprica Color Id=mtificadon () Solvent replaced by Elimination of hammful raa
o -u-Tocopherel Diefiririon ewly added [Harmomizatien with & -7 - and & -5 -Tocopherals,
wiich are newly added to the Sth Editon.
Bunity (1) Acid value Sampling amount modified {10z —2.5 g} [Favisiom of the deferminaton method of acid value
Tzt method modified. Clanification of assay method.
il -0-Tocophenal (Comtent revisad [Favisiom 1o st=n with the revision of assay method.
Timaton method replaced by HPLT omizaten with the Japacess Pharmacepeeia
amid standards for ratural vitamin E.
Trypsin Specificaron abolizshed [Harmonizatien with JECEA standards.

Lirmit revisad. (Mot more thae 5.0ug's

|Harmonizadon with JECEA standards.

Carrot Carotene

Idensificaton (1)

Solvent replaced by | ammifil ooe.

[Eliminazon of hamaful reagents

Idenrification (2}

Solvent replared by less harmful ons

|Elirmnaton of harmful reagents

IR reference Spectmm (Liquid Film Method)

-1 onalacions Idantificadon (Crualitative reacizor — Compansen o [P reference  |[Improvemsnt of the accuracy of identification
specmim { Liguid Film Method)
Tapain Pty (1) Heavy metals Speciiicaton abedshed amaomization with JECEA standards.
Poniy (1) Lead Limuit revis=d. (Mot more than 5.0uz's [Harmomizatien with JECEA standards.
Palm D1 caroiens Identificagon [1) Solvent replaced by less harmful ons. Eliminaten of hamful reagenis.
Idenrificaton (2} Solvent replared harmiful one. |Eliminanen of harmful reagents.
o -Methyiacetophenons Idzntificadon (I2 Specmonhotomeiry) ldenfification by waveoumbers — Coppansen to  [Improvemant of the acouracy of idennfication

Vitamin A Esters of Faty Acids

Identificaton (1)

Medod replaced oy TLC

Eliminatzon of harmful reageniz

Puriny (1) Chloroform-msolvble subsmnces

Specificarion abalizhad

[Elimination of hammful reagents. Specificaten does
ot manch the current mamifaciting method

Pty (1) Absoroance rato

Concendation of the test saluten revised

TE2 CUment concanTaton of test salution 1= not
ppropriate to defermin abserpion spermum

Vitamn A in Cal

Idenrificaton (1)

Mathod replaced by TLC

Elirinaton of hammiful reagents

Puriny (1) Chloroform-meolible sbsances

Specification abolzhed

Elirunatzen of harmaful reagentz. Specificaton does
ot manch the current mamifaciring method.

Seet Fad Wavelength revisad. 515333 +315-540nm |Adjustment of maxmnm waveleogth,

Izoanyyl Phemylacetate Crualitaive rest-+IF. Faferencs Specmum [wprovemsanr of the accuracy of idennfication
(Laquid Fibm Method)

Tsabury] Phenylacemts Crualitasive test-—+IF. Fafsrence Specmum [Immrovemanr of the acouracy of idenrificanon
(Liquid Film Method)
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Progviene Clycol Identificadon Crualirative tast--IF. Raferencs Specmim [[wyprovenssnt of the acoracy of idannficanon
(Laquid Film Method)
Progyiene Chycol Esters of Fary  |Idanfficadon (2) Solvent replaced by l2as harmful ons Eliminaten of hammful reagents.
Puriny (4) Pelyouyethylens |[Eliminatien of harmful 1eagents.
Bromeluin Purity (1) Heavy metals [Harmpmization with JECEA standards.
Pumriny (1) Lead Limit revized. (7ot more than 5.0pz's) [Harmeaizatdea with JECFA standards.
Dy Formed Vitamm &4 Id=ntficadon Tast method renlaced by TLC. Elimmation of hamiful raagents.
Pectin Defimiticn Definition clarified [Harmoaizatien with JECFA standards.
Td=ntficadon (T}, (1. (3] Test methods replaced by 2 new method making use [Hanmemizagon with JECEA standards.
of enTye
Puriny (7) Heavy metals Specificadon abodshed oaization with JECEA standards.
Puriny [F) Tofl nrrosen Acidic alcohal-weshing proceass applisd to the [Mprovement of test methnd
samiple before Sems-micre Fjeldahl
Bty (5 Lead Limit revised. (Tvot more than I0uzz— Dot moere armeaizagon with JECEFA standards.
than 5.0 pe'el
Punity (Tofal insolubles) Spaciflcanion for "ash” {nof more than 1009 [Harmpmizaton with JECEA standards.
abolizhed, total insolubles (motmare than 3.0%:)
added
Purity (Feesidual sobvenr 3-Propanol apd  [Specificasion mewly set. (ot more than 10% e [Harmoeaizaden with JECEA standards.
methanol) otal)
Losz on doymg Test method modified. {T05C. Shours—I03T, armpmizagon with JECEA standards.
Thours)
Specificadon abodshed oaizaton with JECEA stzndards.
Pepain Speciflcanon abodshad [Harmmeaization with JECFA standards.
Limit revized. {3 0ug'el [Harmonizaten with JECFA standards.
Benzaldebydes Cualitative reaction— Comparizon to [F. Feference  [[mprovement of the acoumacy of identfication
Specium (Liquid Film Method)
Polyizobutylece Pumnity (3) Tot!l unsamrated substances Solvent replaced by less harmiul ons |[Elimimaizon of hamful reagents.
Puminy (9] Daw malecular welght polymer — [Salvent replaced by T2ss Tarmfil eos Eliminatten of hammfil reagents.
Pohyimyipelypyrolidons Idzntificadon (1) Specificaon abplshed
Idznnficaton (1) IR Spectrophotomstry Idanffication by wavenumbers —Companzon to IR [Improvement of the acouracy of identification.
reference Specmm (Paste Method)
Mianzold Color Idznnficaton (3) Solvent replaced by lzss harmful ons Elimmatien of hamful reagents
Mvialiol Identficaton (I8 Spacmephatometry’ IF. Feference Specmum (KB Method — Pazie [[oyprevement of the acomacy of identification.
Methed)
C-M{ammetol Azsay Imternal Standard Method replaced by Absolus [Harmpaizadon with TECFA standards.
Calibraton Curve Method.
Nvirued Tocophenals Puriny (2) Acid value Amount of sample revised (10z-+2.5z) fodification of the determination method of acid
value.
Azsay Test method modified. Clanfication o test method
CiL-Methionine Tdemtificaton (L}, (2). (3). {4} Cualirative reaction —IB. reference specmum (EBr  [fmprovement of the acomacy of idennficaton.
Miethod)
L-Methonine Idannficaton (1), (2. (3. (4] Full proceduse 1= written and fest procedures
themsslves are ot revised
vlatnyl f-Maphitiyl Eerone Tdzntificagon (L), (2 Cualitative reaction —IR. reference spectra (Liguid [fmprevement of the acowmacy of identification
Film Method)
Mprpholine Saltz of Farty Acids |Idsnaficadon (1) Method revized o elimninate the use of benzen Elimmatien of hammful reagenis
Folic Acid i Ta:t method modified. |Adjusmoent of enltfying factor of dludoa.
Zine Sulfae Y Speciflcanions abolished. Elimmatien of hamiful reagents
Pty (Lead) Speciiicaton newly sal
Ferrous Sulfare Purity (1) Clary of selution pH: Acidity of not lower thar 3.7 —+ Not lower than de 1o conform to the acidiny of comemercial
14 {pH varies depending on viscesiny.)
Liguid Paraffin Td=mrificaton (I8 Sparmophatometry’y Idemrification by wavelengths —+ Comparison o IR [mprevemsnt of the acoracy of idanrificaton
referance specmum (Liguid Film Method)
Tricalcium Phosphate Molecular structure, Molecular waight Abolished. Lolecular formmla and weight do not coaform to
commercial products
Diafimfion Diefinition added [[deniity is made clear
Comnemt Mviolecular weipin added. [Diescription of content 13 mada to conform te
commercial products
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Lecitiin Diascription Mindifiad [Harmomizatien with the marner Sor discripron
Tdenmiicadon (2} T of the method for Enmymatical] Decompozed armeaizaTion with speciicaions for
Lazithin. Erzymatically Deconposed Lecithin, which iz added

to the Sth Editton.
[Harmoaizamien with specifications for

Puriny (37 Aresane-solubls substances Use of the method for Enrymaticall Decappased

Lacithin. [Erzymatically Deconmosed Lecithin
Burity (4) Paroide value Uze of the method for Enmymaticall Decompozsed  [Harmenizamien with specificaions for
Lacithin. [Erzymatically Deconmosed Lecithin

Warter

Abolished. Specidcaton for loss on dryins’ added. [Eliminatten of hamfil reagects.

L. IR: Infrared , IR Spectrom: I=frared rpectroz

KBr & - Pocassizn: Bremide Disk Mathod
sanderds: stndands astabli by the FACTWHO Jodnt Expart Commirss oo Feod Addifives.
4. FOC: Food Coamicals Codax, a publication on speciScations for food additves, whick & compiled by Food and Nurriticn Beard, Tnstnis of
Medinzs, Katena] Acdsnzy of Scences.

. TLC: Thiz-Laysr Chrezoategraphy

& GL: Gas Chrematograpiy

7. HPLC: Higk Performaancs Liguid Chresaigraphy

Tabled

Subztance name

Category

Cratline of revision

Eeason of revision

L-Ascarbic Arid 2-Glocoside [demtificaton {1}, (2) Ahglizhad Abolishment m step with revisien of
Tdentificaten (1).
[d=nrificadon {3) Tdenrification by wavemumbers —Companson to [Improvemsn: of the accuracy of ideptfication.

IF. reference spectum (FBr Method)

Sucralose

[d=atficaton 1)

Abolished

This test i3 unmecessary because identfication by
IF. spectrophedometry (comparisoan to IR
refaTenca specirim’)

[Purity (1} Clarity of solution Abolishad [Harmonizatiar wi A standards.
H Abalished Harmanization with standards.
Heavy metals Abolishad [Harmonization wi standards.

IPumity (Lead)

EIVL Test replaced by LL Test. (*¥ot more than
LOpge)

[Harmonization with JECFA standards.

[Purity (3} Arsenic

Mathed 2, Apparams B—Mathed £, Apparami: C [Harmonization with JECFA =

Calcrum Stearate

Dty (2] Arsemic

Samplms amount modefied(l.0g—0.50g)

Comection of error of test method.

Femocvamdes

ity (2} Ferrcyanids salts

Abalished

Elimiration of barmful reasents

Trimagnesivm Phesphate

ification

Cument methed replaced another new methods.
ion (13 (23}

The revision is made to ensure indetficaton

Purity {1} Clarity of selution

Hiy modined Shghily Tl — Taid

The revision is made to conform to commercial
prodacts

Purity {2} Heavy metals

Mathod modified.

Tmprovemsan: of metked.

UNCLASSIFIED

USDA Foreign Agricultural Service



